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DIVISION OF NEUROPHARMACOLOGICAL DRUG PRODUCTS

CLINICAL REVIEW OF NDA

NDA Number 20,241 Supplement

Generic (Brand) Name Lamictal (lamotrigine)

Sponsor Glaxo Wellcome, Inc.,

Indication Monotherapy of Partia] Seizures in Adults
Correspondence Date 24 February 1997

Original Receipt Date 25 February 1997

Medical officer review completed 15 December 1997

New patient review 3 February 1998

Following are patients from monotherapy trial US30/31 who have been reclassified as
escapers for the purposes of statistical reassessment:

30-1-01038 (LTG) - met cdtcﬁa for doubling the hi ghest 2-day seizure frequency (3/16-1 7/95).
31-6-06046 (LTG) - met criteria for doubling the highest 4-week seizure frequency (4/30-5/3 0/95).
31-17-17041 (LTG) - inadequate documention of seizures diaries (missing data, 1/6-25/95).

- 31-17-17032 (LTG) - consent withdrawal: per available medical documcntation, the patient was
“still having seizures, wants to try something else.”

31-14-14055 (LTG) - protocol violation: per available medical documcntation, the patient
“verbally” reported a sejzure count but did not keep a diary.

3/10-18/96, the patient had 1 seizure per day and also had 2 seizures over the 2-day periods
of 3/31-4/1/96 and 4/ 12-4/13/96).

NOTE: This list, compiled in association with Dr. Sue-Jane Wang (Biometrics), is based

On new data from the 2/2/98 telecon with the sponsor. It therefore supercedes information
presented in the medical review of the supplemental NDA.

BN .\IQ/
A

Richard M. Tresley MD
Medical Reviewer

NDA i0,24ISupplement (Monotherapy) div file/Katz R/Ware JTresley R/3 February 1998
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